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DETAILED ACTION 

Claims 1-74 are pending in the case. 

Receipt of the Information Disclosure Statement on 3/19/08 is acknowledged. 
The reference which is struck through has not been considered since no copy was 
received. 

The following is a new rejection necessitated by applicant's amendments to the 

claims: 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-12 and 68-74 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 1 and by dependence claims 2-12 and 68-74 is vague and indefinite in 
the recitation of "is capable of being transcribed from the promoter", since the term 
"capable of" refers to a latent ability; it is unknown whether the ability is expressed or 
observed in the invention. 

Claim 8 is vague and indefinite in the recitation of "the vector of claim which 
further comprises an open reading frame which includes the recognition site for the first 
restriction enzyme", since it is not clear how the recited open reading frame relates to 
the open reading frame(s) recited in claim 1. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5, 9, 68, 69, are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Dunn et al. (US 6,248,569) in view of of Thack (US Patent 
5,342,782). 

Dunn et al. teach a vector comprising a site for a first restriction site that 
generates a 3TA overhang (i.e. Pad) which is 5' to a site for a second restriction 
enzyme which generates blunt ends, (i.e. Hpal), and a promoter positioned 5' of the first 
site (See Fig. 2), such that DNA comprising an open reading frame inserted between 
the first and second site would have a 1 in three chance of being in frame with the open 
reading frame upstream of the first restriction site. (Dunn et al. also discloses a vector 
(Fig. 1 A, 1 B) comprising a first site for Pad, with sites for blunt cutters such as Seal 
and Nrul 3' of said site, with a promoter positioned 5' to the first site). However, Thach 
teach that in order to obtain expression of an open reading frame of interest, it is placed 
in-frame downstream of a promoter in a vector teaches that one may adjust the 
sequence of an open reading frame such that it is in frame with a promoter upstream of 
the sequence, so that the correct reading frame is generated for the resultant protein 



Application/Control Number: 10/702,228 Page 4 

Art Unit: 1636 

(see col. 4, lines 36-65). It would have been obvious to one of ordinary skill in the art to 
have altered any out of frame sequence inserted in the vector of Dunn et al., in order to 
obtain the correct reading frame, as taught by Thack. The insertion of a sequence of 
interest into unique sites in a vector, using convenient sites, for expression of said 
sequence from a promoter on the vector, is a very well known method in the art, and 
such vectors are extremely well known and would have been obvious to one of ordinary 
skill in the art. 

Claims 1-12 and 68-74 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Dunn et al. in view of Thack as applied to claims 1 -3, 5, 9, 68, 69, 
above, and further in view of Kappelman et al. (Gene, 160, 1995, 55-98) (cited by 
applicant) and New England Biolab catalog. 

Kappelman et al. disclose the restriction enzyme Sgfl, which leaves 3TA ends, 
and its 8 bp recognition site, and its usefulness for genome analysis (see abstract, see 
page 55). It would have been obvious to one of ordinary skill in the art to have inserted 
a well known site such as Sgfl in the vector of Dunn et al. in view of Thack, since the 
use of any particular restriction enzyme site in a vector is well known in the art, and 
since the placement of known and useful restriction sites, such as Sgfl, in any vector, 
for manipulation of DNA, was extremely well known in the art. The placement of Sgfl in 
a vector would result in well known sequences when joined to a DNA of interest, and 
when treated with restriction enzymes whose recognition sites, and cleavage sites, were 
well known in the art. In the absence of evidence to the contrary, the placement of any 
restriction site, in any vector or DNA sequence, was obvious to one of ordinary skill in 
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the art. Restriction enzymes, their recognition sites, the nucleotides overhangs that 
they leave, and the sequences that are formed when DNA treated with said enzymes is 
joined with a particular DNA of interest, were well known, as was the manipulation of 
DNA using known and useful restriction enzymes, including inserting sequences 
encoding any restriction site, at any region of any DNA molecule. Based upon the 
teachings of the cited references, the high skill of one of ordinary skill in the art, and 
absent evidence to the contrary, there would have been a reasonable expectation of 
success to result in the claimed invention. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANCY VOGEL whose telephone number is (571)272- 
0780. The examiner can normally be reached on 7:00 - 3:30, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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